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Section 510(k) premarket notification of intent to market the device
ve determined the device is substantially equivalent (for the

1in the enclosure) to legally marketed predicate devices marketed in
r to May 28, 1976, the enactment date of the Medical Device

ces that have been reclassified in accordance with the provisions of
and Cosmetic Act (Act) that do not require approval of a premarket
VIA). You may, therefore, market the device, subject to the general
e Act. The general controls provisions of the Act include
registration, listing of devices, good manufacturing practice,

15 against misbranding and adulteration.

ed (see above) into either class I (Special Controls) or class Il

:t to additiona) controls.- Existing major regulations affecting your
he Code of Federal Regulations, Title 21, Parts 800 to 898. In
lish further announcements concerming your device in the Federal

DA’s issuance of a substantial equivalence determination does not
lc a determination that your device complies with other requirements
] statutes and regulations administered by ather Federal agencies.
all the Act’s requirements, including, but not limited to: registration
t 8071; labeling (21 CFR Part 801); medicat device reporting



vice-related adverse events) (21 CFR 803); good manufacturing
set forth in the quality systems (QS) regulation (21 CFR Part 820);
ctronic product radiation control provisions (Sections 531-542 of
1050,

rice for your device on our labeling regulation (21 CFR Part 801),

r for Devices and Radiclogical Health’s (CDRH’s) Office of
-0115. Also, please note the regulation entitled, "Misbranding by
otification” (21CFR Part 807.97). For questions regarding the

nts under the MDR regulation (21 CFR Part 803), please contact the
lanc: and Biometrics/Division of Postmarket Surveillance at 240-

yrmation regarding the reporting of adverse events, please go to
fmdr/.

neral information on your responsibilities under the Act from the
facturers, International and Consumer Assistance at iis toll-free
or (240) 276-3150 or at its Internet address
findustry/support/index.html.
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Center for Devices and
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Indications for Use
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and Wound Cleanser

ind Cleanser is intended for cleansing and removal of dirt, debris and
ior skin abrasions, minor lacerations, minor irritations, minor ents, and

sion of henlthcare professionals, ExSept WC Skin and Wound Cleanser
chanical cieansing, debridement and removal of foreign material and
i/or dirty wounds, such as stage I-IV pressure ulcers, dinbetic foot

\ds, first and second degree burns, grafted und donor sites, and catheter
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